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Research in Progress

Research in Progress
Visual Distraction During Risk in DTC 
Television Ads
Presentation of Efficacy Information in DTC 
Print Ads 
Toll-Free Number for Reporting Side Effects in 
DTC Television Ads
Impact of Incentives in DTC Print Ads
Presentation of Quantitative Information in DTC 
Print and Television Ads



Visual Distraction Study

Experimental Evaluation of the Impact of Distraction 
on Consumer Understanding of Risk and Benefit 
Information in DTC Prescription Drug Broadcast 

Advertisements

DDMAC Research Team, in conjunction with Nancy Ostrove (FDA, Office of the 
Commissioner), Scott Douglas (HHS, Office of the Assistant Secretary for Planning and 
Evaluation) and Jack Swasy (Kogod School of Business, American University)



Visual Distraction Study Purpose

Gather empirical evidence to address concerns that 
the use of competing, compelling visual 
information interferes with viewers’ processing 
and comprehension of risk information 
Examine the role of textual elements in the 
processing of risk information 
Provide FDA with information on defining the 
presentation of the major statement as “clear, 
conspicuous, and neutral” as required by FDAAA 



Visual Distraction Study Status

30-day public comment period closed 1/30/09.  
Under OMB review now



Efficacy Study

Consumer Understanding of Clinical Efficacy from 
the Display Pages of DTC Print Ads



Efficacy Study Purpose

What information do consumers glean from 
print ads and how does this information 

correspond to physicians’ assessments of 
the same drugs from the label?



Efficacy Study Overview

Phase I
Mental Models Research and Focus Groups with 
physicians

Phase II
Internet survey of physicians

Phase III
Internet experiment with consumers



Efficacy Study Status

Phase I underway
Expert model workshop completed November 2007.
Physician focus groups completed December 2008.
60-day public comment period for mental models 
phase closed 1/24/09.  Evaluating comments and 
preparing 30-day federal register notice and OMB 
submission.

End of Phase III not expected until after 2010



Toll-Free Study

Toll-Free Number for Consumer Reporting of Drug Product 
Side Effects in Direct-to-Consumer Television 

Advertisements for Prescription Drugs 



Toll-Free Study Purpose

Mandated by FDAAA
Title IX of FDAAA amends section 502(n) of the Federal Food, Drug, and 

Cosmetic Act (the Act) (21 U.S.C. 352), by requiring printed direct-to-
consumer (DTC) advertisements for prescription drug products to include the 
following statement printed in conspicuous text: ‘You are encouraged to 
report negative side effects of prescription drugs to the FDA.  Visit 
http://www.fda.gov/medwatch, or call 1-800-FDA-1088.” Title IX of 
FDAAA also requires the Secretary of Health and Human Services 
(Secretary), in consultation with the Advisory Committee on Risk
Communication, to conduct a study not later than six months after the date of 
enactment of FDAAA to determine if this statement is appropriate for 
inclusion in DTC television advertisements for prescription drug products.  
As part of this study, the Secretary shall consider whether the information in 
the statement described above would detract from the presentation of risk 
information in a DTC television advertisement. 

http://www.fda.gov/medwatch


Toll-Free Study Status

Presented preliminary design to Risk Communication 
Advisory Committee May 2008.
60-day public comment period closed 1/26/09.  
Evaluating comments and preparing 30-day federal 
register notice, OMB submission and RIHSC 
submission.



Impact of Incentives in Direct-to-Consumer 
Print Advertising

Experimental Study of the Impact of Coupons 
Embedded in Direct-to-Consumer 

Prescription Drug Print Advertisements on 
Consumer Perceptions of Product Risks and 

Benefits



Impact of Incentives in DTC Ads 
Study Purpose

Examine what impact, if any, the presence of a 
coupon may have on consumers’ perceptions of 
product risks and benefits

Presenter
Presentation Notes
Free trial offer, buy one, get one free, money off prescription/purchase cost, money back guarantee.



Impact of Incentives in DTC Ads 
Study Status

60-day public comment period closed 2/16/09.
Evaluating comments and preparing 30-day 
federal register notice, OMB submission and 
RIHSC submission.



Quantitative Information in DTC Print and 
Broadcast Ads Study

Presentation of Quantitative Effectiveness and Risk 
Information to Consumers in Direct-to- 
Consumer (DTC) Broadcast and Print 
Advertisements for Prescription Drugs



Quantitative Information in DTC Print and 
Broadcast Ads Study Purpose

Preliminary purpose: test different ways of 
presenting quantitative information about product 
risks and benefits in DTC television ads



Quantitative Information in DTC Print and 
Broadcast Ads Study Status

Planning stages
60-day notice for public comment available by 
end of 2009



Brief Summary

How to Improve the Presentation of Brief 
Summary Information in DTC Print 

Advertisements



Brief Summary Studies Overview

Study I
Investigate the current brief summary format

Study II
Test different ways of presenting side effect 
information

Study III
Test different formats 



Brief Summary Study 1 Purpose

How do people use the brief summary in its 
current form?
Does risk information on promotion page 
affect use of brief summary?



Brief Summary Study 1

Specific Questions:

Does risk info or medical condition affect:
(1) time spent reading the ad
(2) comprehension
(3) selecting topics
(4) intent to ask doctor for info

What brief summary topics are most useful



Brief Summary Study 1 Design

Medical Condition

Asthma
High 

Cholesterol
Excess 
Weight

Low Risk
Ad

High Risk
Ad







Study Protocol

Mall intercept 

In-depth interview

Ads were presented on computer (last ad in 
series of 3 ads)

Questionnaire following ad



Measures
Demographics: gender, age, education, ethnicity, 
race 

Health Literacy: Rapid Estimate of Adult Literacy in 
Medicine (scored 0-66; formed quartiles)

Perceived Risk: How safe/risky? 
Dangerous/harmless?
1 (very safe/harmless) to 5 (very risky/dangerous)

Time: Viewing time on promotion page and brief 
summary (in milliseconds)



Measures
Comprehension: 12 item Correct-Incorrect scale 
(e.g., “Oncazil has not been shown to be habit 
forming”)

Topics selected: Brief summary topics were listed; 
asked to choose all topics that were useful

Which topics were selected most often
Number of topics selected

Intent to ask doctor: “How likely are you to ask your 
Doctor about Oncazil?”
1 (definitely ask) to 5 (definitely not ask)



Sample Characteristics
Demographics

52% female
55% white
85% non-Hispanic
32% high school graduate or less
Mean Age: 36 years (range 18-81) 

Sufferers and Caregivers

79% sufferers (N = 629)
21% caregivers (N = 171)

N = 800

Presenter
Presentation Notes
I would like to note that the data I’m going to discuss are not population estimates.



Preliminary Examination of Results

Manipulation check: Did the manipulation of risk 
affect risk perceptions?
Did risk info or medical condition affect:

(1) time spent reading the ad
(2) comprehension
(3) selecting topics
(4) intent to ask doctor about product

What brief summary topics were rated most 
useful?



Manipulation Check
Participants in all three medical conditions rated the product in the 
high risk ad as more risky than the product in the low risk ad.



How much time did participants spend reading the 
promotion page and the brief summary?
Promotion Page Brief Summary

Average time spent reading the promotion page = 
26.12 seconds (Range = 0.52 to 183.38 seconds); 
median = 18.47 seconds.

Average time spent reading the brief summary = 
41.08 seconds (Range = 0.34 to 478.60 seconds); 
median = 13.87 seconds.



Did risk information or medical condition affect time 
participants spent reading the promotion page and 
the brief summary?

No. 
Adding risk info did not increase or decrease time 
spent reading the ad (p > .05).
Results were consistent across medical condition 
(p > .05).



What did affect time participants spent reading the 
promotion page and the brief summary?

Reading speed: Slower readers spent more time on 
the promotion page and brief summary (p < .05).

Age: Older participants spent more time on the 
promotion page and brief summary (p < .05).

Health Literacy: Participants in the lowest literacy 
group spent less time reading the promotion page and 
the brief summary than participants in other literacy 
groups (p < .05).



Time Spent on Promotion Page and Brief 
Summary by Health Literacy Level

Health Literacy 
Level by Quartile

N Mean Time in 
seconds (SD)

Promotion 
Page

0-24% 201 24.12 (28.07)

25-49% 177 26.31 (24.16)

50-74% 186 25.44 (19.75)

75-100% 212 29.38 (21.60)

Brief 
Summary

0-24% 201 33.66 (58.68)

25-49% 177 44.34 (74.86)

50-74% 186 40.18 (62.68)

75-100% 212 48.28 (69.39)



Did risk information or medical condition 
affect comprehension?

Adding risk information did not affect 
comprehension (p > .05).

Medical Condition: Participants in the asthma 
condition had higher comprehension scores than 
participants in the weight condition (p <  .05).  
There were no other significant effects.



What else affected comprehension?

Age: Older participants had greater 
comprehension (p < .05).



What else affected comprehension?

Time spent reading the brief summary: The 
more time participants spent on the brief 
summary, the greater their comprehension 
(p < .05).



What brief summary topics 
were selected as useful?

Mean number of topics selected = 8.37 (SD=6.17), range = 0 to 24.
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Did risk information or medical condition affect the 
number of topics selected as important?

No. 
Adding risk info did not affect the number of topics 
selected (p > .05).
Results were consistent across medical condition 
(p > .05).



What did affect the number of topics selected 
as important?

Age: Older participants selected more topics as 
important (p < .05).
Health Literacy: Participants in the lowest 
quartile selected fewer topics than participants in 
every other quartile (p < .05).



Mean Number of Topics Selected as Important 
While Reading the Brief Summary, by Health 
Literacy Level

Health Literacy Level by 
Quartile

N Mean (SD)

0-24% 201 6.58 (5.84)

25-49% 177 8.54 (6.60)

50-74% 186 9.23 (6.19)

75-100% 212 9.46 (5.72)



What did affect the number of topics selected 
as important?

Time spent reading the brief summary: The 
more time participants spent on the brief 
summary, the more topics they selected (p < .05).



Did risk information or medical condition 
affect intent to ask doctor about the product?

Adding risk info did not affect intent to ask doctor 
(p > .05).

Medical condition: Participants in the asthma 
condition reported greater intentions to ask the 
doctor than those in the cholesterol or weight 
conditions. Participants in the cholesterol 
condition reported greater intentions than those in 
the weight condition (ps < .05). 

Note: These preliminary analyses were conducted with sufferers only; N = 629.



What else affected intent to ask doctor?

Age: Older participants had greater intentions to 
ask the doctor about the product (p < .05).

Race: Non-white participants had greater 
intentions to ask the doctor about the product than 
did white participants (p < .05).

Note: These preliminary analyses were conducted with sufferers only; N = 629.



What else affected intent to ask doctor?

Time spent reading the brief summary: The 
more time participants spent on the brief 
summary, the greater their intentions to ask the 
doctor about product (p < .05).

Note: These preliminary analyses were conducted with sufferers only; N = 629.



Preliminary Conclusions
Adding a serious risk did not impede searching for 

further information (did not decrease time, 
comprehension, number 

of topics selected, or intent to ask doctor)

In general, results were consistent across medical 
conditions

Time spent on the ad predicted comprehension, number 
of topics selected and intent to ask doctor 

Health literacy and age also appear to be important 
predictors



Online FDA Resources
General FDA information:

http://www.fda.gov
DDMAC home page:

http://www.fda.gov/cder/ddmac
Interested in a DDMAC job?: 

Email DDMACJOBS@fda.hhs.gov
Untitled and Warning Letters:

http://www.fda.gov/cder/warn/index.htm

Contact info:  kathryn.aikin@fda.hhs.gov

http://www.fda.gov/
http://www.fda.gov/cder/ddmac
http://www.fda.gov/cder/warn/index.htm
mailto:kathryn.aikin@fda.hhs.gov
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